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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (k_et_orolac) Orally Disintegrating Tablets 10 mg
Mponykt: Ketopon" Dkenpece (keToposiak) TabneTky, aucneprupyemble B noaocty pra, 10 mr

Batch No / 1 V2201724 Batch Quantity / : 36,00,000 tab /
|Cepusi Ne O6BbemM cepun 36,00,000 Tad
Analytical Report No / : 890001611166 Date of Analysis / : 03.09.2022
AHaJTHTHYECKHH oTyeT Ne Jara ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
Jara npousBoacTrea I'omen no

Analysis performed according ND / Anaaus nposeaen no H/I:
JII-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel or 27.12.2021)

Pagelof 7/ Crp. 1 m37

No
No

Test / [Toka3zaTean

Results / PesyabTaTsl

Specification / Hopma

1

Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyranle, miockue
TabneTku ¢ packoi, CBETIIO-
XKEJITOTO LIBETa C IPaBUPOBKOH
«l» Ha onHOH cTOpORE.

Light yellow round flat beveled tablets
with "[" debossed on one side. /
Kpyrnbie, nnockue TabieTkn ¢ packoii,
CBETJIO-KEATOTO 1iBeTa € IPaBHPOBKOM
«l» Ha OHOM CTOpPOHE.

Identification / [ToaauHHOCTL

Ketorolac / Kemoponak

: a) Byuv/

VY®-cnekrpodoromerpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnexTpsl
MOTIOLIEHHS UCIILITYEMOTO PacTBOpa M
pactBopa  craHmapTHoro  ofpasua
KETOpoNaka TPOMETAMHHA  JOJDKHBI
MMETb MAaKCUMYMBI [TPH OJHOH M TOH ke
IUITUHE BONHBI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYeT Tpeboranusam HJ{

Conclusion : APPROVED /
3akmaruenne: ONOBPEHO

Prepared by /
Ioarorosieno: Pravesh Rana

b

Checked by /
[TpoBepeno: Ramakant

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / Pykosoaurens

Amit Kumar {S‘ L = =
! \.-;\-’___,_,.-r-'

Reprint Date /
Jara: 03.09.2022

Reprint Date /
Jara: 03.09.2022

Reprint Date / :
Hara: 03.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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CEPTUOUKAT AHAJIU3A

qu

Ipoayxkr: Keropon

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Jkcnpecc (KeToposak) TabNeTKH, AUCTieprupyeMble B MoaocTy pra, 10 mr

Batch No / : V2201724 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0Bem cepun 36,00,000 Tad
Analytical Report No / : 890001611166 Date of Analysis / 03.09.2022
AHanuTH4ecKHi oruet Ne Jara anannza

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
HJaTta npousBoacrea I'omen no

Analysis performed according ND / Ananus npoeenen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page2of 7/Cip. 2 u3 7

No

Test / ITokazarenanb
No

Results / PesyabTaThl

Specification / Hopma

b) By HPLC / BOXX

Complies / CooTBeTCTBYET

The retention time of the main peak on
the chromatogram of test solution
should correspond to that on the

chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpems yaepxkuBauus

OCHOBHOI'0O IIHKa Ha XpomartorpaMme

WCTIBITYEMOT'O  pacTBopa  JOJIKHO
COOTBETCTBOBATb BPEMEHH
yIEep)KUBaHWS OCHOBHOrO IHKa Ha
XpoMarorpaMme pacTBopa
CTaHZapTHOro obpasla KeTopoJiaka
TpOMETaMHHa (pazzen

«KonuuecTBeHHOE ONpeNENEHUE).

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT cooTBeTcTBYET TpeOOoBaHHAM HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Pravesh Rana

Checked by /
ITpoeepeno: Ramakant

Gule

Approved by: Manager/Executive /
OpnobpeHo: Menemzkep / PykoBonurens

Amit Kumar AN
="

Reprint Date /
Hara: 03.09.2022

Reprint Date /
Jara: 03.09.2022

Reprint Date / -
JaTa: 03.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CEPTHU®UKAT AHAJIM3A

aw

'Product : Ketorol Express (ketorolac) Orally Disinte_grating Tablets 10 mg
Okenpecc (KeToposiak) TabjaeTKH, AUCNeprupyemble B monocTu pra, 10 mr

[ IIponyxt: Ketopon

Batch No / : V2201724 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6rem cepun 36,00,000 Tab
Analytical Report No / : 890001611166 Date of Analysis / : 03.09.2022
AHaJIMTHYECKMH oTueT Ne JlaTa anaausa

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JaTta npou3BoJcTBa Togen g0

Analysis performed according ND / Ananus nposenen mo HJ/X:
JII1-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel or 27.12.2021)

Page3of 7/ Crp.3mn3 7

Oy THArHAPOKCHAHU30

1;.00 Test / [TokasaTenanb Results / PezynbTaThi Specification / Hopma

3 Identification Complies / CooTBeTcTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IognnHHOCTH butylhydroxyanisole peaks on the

chromatogram of the test solution
should correspond by the retention times
to 2-butylhydroxyanisole and  3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / BpemeHa yaepxuBaHus
NUKOB  2-OyTUNrMApOKCHaHU30NA M
3-6yTUnruapoxcuaHu3oa Ha
XpoMarorpaMme HCTIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM YAEPKHUBAHUS THKOB

2-6y TUITMIPOKCHAHHU301a u
3-0y TUATHAPOKCHAHH301a Ha
XpomaTorpamme pacTBopa
CTaHIApTHOTO obpasua
OYTUNrMIPOKCHAHHU30a (pazmen
«CognepxaHue

OYTHITHAPOKCUAHU30IA»).

4 Average weight / Cpennss
macca

69.0 mg/ 69.0Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Or 67,2 Mr no 72,8 Mr (70,0 Mr£4,0 %).

Remarks : The Product conforms to ND/

ITpumeuanue: [IpopykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IManroTornenn: Pravesh Rana IMTparepern: Ramakant Onnfipenn Menemxep / Pykoronurenh
’ Amit Kumar /lr: \—
L
Reprint Date / Reprint Date / Reprint Date /
Jara: 03.09.2022 Hara: 03.09.2022 Hara: 03.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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( Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Npoaykr: Keropon® Dkcnpecc (keToponak) TabneTku, Ucneprupyemsie B mojocTi pra, 10 mr
Batch No / : V2201724 Batch Quantity / : 36,00,000 tab /
Cepus Ne - O6beM cepuu 36,00,000 Tab
Analytical Report No / : 890001611166 Date of Analysis / 03.09.2022
AHauTH4YeCKHH oTueT Ne JlaTa ananu3za

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JaTta npousBoacTea Toxen go

Analysis performed according ND / Anasms nposegen mo HJI:

JITT-004929-011119 (amend Nel from 27.12.2021 / nzamenenne Nel ot 27.12.2021)

Page40of 7/ Cip.4u3 7

i‘? Test / IToka3zaTenb Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOPOAHOCTHL Maccehl 2/20 tablets - not more than £ 20 % /

18/20 Tabnetok — He Goyee + 10 %
2/20 Tabaetok — He 6onee £ 20 %
5 Disintegration time / 20 sec / 20 cex Not more than 3 min / He 6onee 3 MuH
Pacnagaemocthb
6 Dissolution / PacTBopeHune Unit-1/ Ta6n-1 104 % Not less than 75% (Q) of
R C5H3NO3+C4H | INO; (ketorolac
= - V)
UiniC2y liathsg 105% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 102% | 75% (Q  CisHisNO3*C4H1iNO;3
. . (keToponaka  TpPOMETAaMMH)  4Yepes
Unit-4 / Tabn-4 102 % i
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 101 %

7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a

JucnepcHocTh 710 pm sieve is formed. / Obpasyercs
OMHOPOAHAS CYCTEH3Usl, MPOXOMAIIas
CKBO3b CUTO C pasMepoM OTBEPCTUH
710 MKM.

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpogykT cooTBeTcTBYET Tpeboranusm HJJ

Conclusion : APPROVED /
3akmwuenne: OJJOGPEHO

Prepared by /
IMToarorosneno: Pravesh Rana

b

Checked by /
ITpoeepeno: Ramakant

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBonurens

Amit Kumar b :
{ = I y

Reprint Date /
Hara: 03.09.2022

Reprint Date /
Jara: 03.09.2022

Reprint Date /
Jara: 03.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTUPUKAT AHAJIM3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg _
Mpoayxr: Keropon" Dkenpece (keToponak) TabaeTku, AMCIEPripyeMble B N0N0CTH pTa, 10 Mr

Batch No / : V2201724 Batch Quantity / : 36,00,000 tab /
Cepns Ne Oo6bem cepun 36,00,000 Tab
Analytical Report No / : 890001611166 Date of Analysis / 03.09.2022
AHanuTHYecKHil oTyer Ne Jara ananuza

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jara npousBoacTBa T'onen no

Analysis performed according ND / Ananus nposenen mo H/:
JII1-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel ot 27.12.2021)

PageSof 7/Crp. 5u3 7

8 Related impurities / PoacTBennble npumecn
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruapokcuananor
KETopoJIaKa
ketorolac 1-keto analog/ 0.05 % Not more than 0.5 % / He 6onee 0,5 %
1-keToaHanor KeTopoiaka
Any unidentified impurity / 0.05% Not more than 0.5 % / He 6onee 0,5 %
eMHUY Has
HEUAEHTUULMPOBaHHas
NpHMeECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMma npumeceit
9 Water / Bona 2.6 % Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTouHbIe OpraHuyecKHe pacTBOPUTEH
Isopropyl alcohol / 10 pg/tab / 10 Mkr B Tabnetke Not more than 350 pg/tab /
H3zonponaxon He 6onee 350 Mxkr B TabneTke
1

Remarks : The Product conforms to ND/
[pumeuanue: IlpogykT coorBeTcTBYeT Tpebopanusm HJJ

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Hata: 03.09.2022

Jara: 03.09.2022

Prepared by / Checked by / Approved by: Manager/Executive /

IloarorosneHo: Pravesh Rana ITpoeepeno: Ramakant ‘OnobpeHo: Menemxkep / PykoBoaurens
it ) | Amit Kumar \ 'y

Reprint Date / Reprint Date / Reprint Date /

Jara: 03.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘

ITpoaykr: Ketopos

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOPHUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okcrnpecc (keToponak) TabJeTKH, AUCneprupyemble B onocTu pra, 10 Mr

aw®

Batch No / : V2201724 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001611166 Date of Analysis / : 03.09.2022
AHaJMTHYECKHH 0TyeT No Mara anannza

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
Jarta nponsBoacTBa I'ogen po

Analysis performed according ND / Ananus nposenen no H/:
JIII-004929-011119 (amend Nel from 27.12.2021 / u3menenune Nel ot 27.12.2021)

Page 6 of 7/ C1p. 6 u3 7

11 | Microbial enumeration tests / Mukpo6uonorudeckas yncrora*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Obuee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MoB
b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and moulds count / O61uee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO APOAOKEBBIX U
nnecHeBbIx rpudoB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCyTCTBYET OtcyteTBuUe B 1T
12 Uniformity of dosage units / 3.0 Acceptance value (AV) not more than
OaHopoaHocTh 15.0 / IlpuemouHoe 3Ha4deHue (AV) He
J03UPOBAHHA Gonee 15,0.
13 Assay / KonnyecTBeHHOe 9.9 mg/9.9wmr From 90mg to 11.0 mg of
onpeaeneHue (99.0%) Ci1sHi3NO3CsH [ 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr o
11,0 Mr C15H13NO3'C4H11NO3
(xetoponaka tpomeramuH) (ot 90,0 mo
110,0 % OT 3asBjIcHHOTO KOJIU4eCTBa) B
rabierke
14 | Butylhydroxyanisole 0.0928 mg/tab / Not less than 0.042 mg/tab /
content / ConepxaHue 0.0928 mr B TabneTke He menee 0,042 mr B Tabnetke
6yTHATHAPOKCHAHH30/1a
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipumeuanne: IIponykr coorBeTcTBYET TpeboBaHusM HJL 3axiarouyenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: Pravesh Rana IIpoBepeno: Ramakant OnoGpeno: Menemxkep / PykoBoauresnn
y i)\ @U}W Amit Kumar \ )//—/,
Reprint Date / Reprint Date / Reprint Date /
Hara: 03.09.2022 Hara: 03.09.2022 Hara: 03.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTH®HKAT AHAJII3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

-

[Hpoaykr: Keropon" Dkenpece (ketoponak) TadineTku, AMCIEprupyeMble B N0A0CTH pra, 10 mr
Batch No / 1 V2201724 Batch Quantity / : 36,00,000 tab /
Cepus Ne Ob6nem cepun 36,00,000 Tad
Analytical Report No / : 890001611166 Date of Analysis / 03.09.2022
AHaIHTUYeCKHH oTyer No Jlata ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JaTa npon3BoacTea TI'ogen no

Analysis performed according ND / Auasus nposesen no HJI:

JI1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel or 27.12.2021)

Page70of 7/ Crp. Tuz 7

15 Package / Ynakogka 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / Ifo 10 TaGnetox B
information leaflet in a carton | GaucTepe u3 (ITA/AJI/TID c
pack. / Tlo 10 Tabnerox B | Bmaronornotutenem/IIDBIT) ¢onern //
6aucrepe w3z ([IA/AJVIID ¢ | (ITD/AJ) ponsru. ITo 1 unm 2 Gnucrepa ¢
Bnaronornotutenem/[13BIT) HUHCTPYKLIKMEH 1O NPUMEHEHUIO B MNayky
¢oneru // (TID/AJT) donbru. Mo | xapToHHy:O.

2 bnucTepa ¢ WHCTPYKUMEN IO
NPUMEHEHHIO B navyKy
KapTOHHYIO.
16 | Labeling / Mapkupogka According to ND / B cootserctBuu ¢ HJI
17 | Storage conditions / Below 25 °C. / Ilpu temneparype He Boliiue 25 °C.
XpaHneHue
18 | Shelf life / Cpok roanoctu 2 years /2 rona

* At product release the quality control as per the parameter « Microbial enumeration tests» is
performed for each 20th batch, or for one batch in a year whichever is earlier.

* IIpu BbINyCKe JIEKAPCTBEHHOr0 NPENapaTa KOHTPOJIh KAYeCTBA 10 IOKA3ATEI0
«MHKpoGHOTOrHYeCKast YHCTOTA» MPOBOAUTCH A KaxKI0# 20-0ii cepHH, WM A1 OXHOM CepHH B rof,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYIIHT PaHbINe.

Remarks : The Product conforms to ND/
[pumeuanue: [poaykT cooTBETCTBYET TpeGoraHusam HJT

Conclusion : APPROVED /
3axauenune: OJOBPEHO

Prepared by / Checked by /
[MoarorosneHo: Pravesh Rana ITposepeHo: Ramakant

A Aol

Amit Kumar [
f'

\_/--

Approved by: Manager/Executive /
Onobpeno: Menepkep / Pykoeoaurens

o

Reprint Date /
Jara: 03.09.2022

Reprint Date /
Mara: 03.09.2022

Reprint Date /
Jara: 03.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara
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